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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
09/10/2008 has been entered. 

Claims 35-37 and 39-45 have been examined on the merits. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 35-37 and 39-45 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Grenfell et al. (US 6416323) in view of Watt-Smith (US 4659714) for 
the reasons set forth in the previous OFFICE ACTION which are restated below. 

Applicants claim a dental cartridge said cartridge fits into a standard local 
anesthetic syringe wherein the cartridge contains a composition consisting essentially of 
phentolamine mesylate in various amounts and a pharmaceutical carrier. 

{Please note: In PPG Industries, 156 F.3d at 1355, 48, USPQ2d at 1355, it 
discloses that for the purpose of searching for and applying prior art under 35 USC 102 
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and 103, absent clear indication in the specification or claims of what the basic and 
novel characteristics actually are "consisting essentially of will be constructed as 
equivalent to "comprising." (see, e.g. MPEP 2111. 03).} 

Grenfell et al. teach a dental cartridge said cartridge fits into a standard dental 
local syringe wherein the cartridge contains a composition consisting essentially of 
substances to improve local anesthesia for dentistry or oral surgery (please note that a 
pharmaceutical carrier is known to be water) (see, e.g. abstract and column 9 lines 18- 
33). Grenfell does not teach the claimed substance of the active ingredient of 
phentolamine mesylate within the cartridge that fits into a standard dental local syringe. 

Watt-Smith benefically teaches that phentolamine or its salts is useful to improve 
local anesthesia for dentistry or oral surgery (please note that phentolamine and its salts 
improved local anesthesia for dentistry or oral surgery as being used as an alpha- 
ad renoreceptor blocking agent to reduce prolongation of anesthesia by vasoconstrictor) 
(see, e.g. entire patent including Table 1). 

One of ordinary skill in the art of creating the claimed invention would have been 
motivated to substitute Grenfell's claimed active ingredient substance within its claimed 
dental cartridge with the active ingredient of a phentolamine or its salts as taught by 
Watt-Smith because the above combined two references as a whole would create the 
claimed invention's dental cartridge said cartridge fits into a standard dental local 
syringe wherein the cartridge contains a composition consisting essentially of 
phentolamine mesylate to improve local anesthesia for dentistry or oral surgery. 
Moreover, according to Watt-Smith's Table 1 , it is clear to the Examiner that most of the 
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reduction of the prolonged anesthetic effect takes place between Omg to 1mg. It is also 
clear to Examiner that between 1 mg to 3mg that the reduction of the prolonged 
anesthetic appears to be approximately linear and only slightly changing. Therefore, it 
would be obvious to one of ordinary skill in the art to modify Watt-Smith's phentolamine 
amount by lowering the disclosed amount to under 1mg, e.g. to the instantly claimed 
amounts of about 0.001 8mg and about 0.45 mg, because according to Watt-Smith 
Table 1 , an amount under 1 mg is expected to have a beneficial effect of the reduction of 
the prolonged anesthetic effect not significantly different than a amount over 1mg which 
is nearly linear. Furthermore, the adjustment of other convention working conditions 
(e.g. although it is well known to one of ordinary skill in the art that in order for the 
cartridge to be able to fit into standard dental syringe, the cartridge would have to have 
a volume of between 1 .6 ml and 1 .8 ml), is deemed a matter of judicial selection and 
routine optimization which is well within the purview of the skilled artisan. 

Accordingly, the invention as a whole is prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

Applicant's arguments filed on 06/10/2008 have been carefully considered but 
they are not deemed persuasive. Applicant argues Grenfell discloses that the dental 
cartridge may contain an anesthetic but there is no teaching that an alpha adrenergic 
receptor antagonist may be present. Thus, Examiner has not pointed to any particular 
reason why one of ordinary skill in the art would replace the anesthetic, vaccine, or 
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other therapeutic or diagnostic agent disclosed in Grenfell with an alpha adrenergic 
receptor antagonist. 

Although Applicant argues that Examiner has not pointed to any particular reason 
why one of ordinary skill in the art would replace the anesthetic, vaccine, or other 
therapeutic or diagnostic agent disclosed in Grenfell with an alpha adrenergic receptor 
antagonist, Applicant argument is not found persuasive because it is well known to one 
ordinary skilled in the art that one would need to administer phentolamine as taught by 
Watt-Smith to a subject in need thereof, and Grenfell provides such a generically useful 
device. For example, Grenfell provides a broad teaching than just about any dentally 
desired material can be injected by the dentist using this device to improve local 
anesthesia for dentistry or oral surgery. Furthermore, Watt-Smith teaches that 
phentolamine or its salts is useful to improve local anesthesia for dentistry or oral 
surgery. Therefore, since one ordinary skilled in the art would need to administer 
phentolamine as taught by Watt-Smith to a subject in need thereof and Grenfell 
provides such a generically useful device, one of ordinary skill in the art of creating the 
claimed invention would have been motivated to substitute Grenfell's claimed active 
ingredient substance within its claimed dental cartridge with the active ingredient of a 
phentolamine or its salts as taught by Watt-Smith because the above combined two 
references as a whole would create the claimed invention's dental cartridge said 
cartridge fits into a standard dental local syringe wherein the cartridge contains a 
composition consisting essentially of phentolamine mesylate to improve local 
anesthesia for dentistry or oral surgery. 
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Moreover, Applicant argues that Watt-Smith discloses concentrations of 
phentoamine in Table I not unit doses. Therefore, the concentrations tested in Watt- 
Smith should be compared to the concentrations, rather than the unit doses. 

Although Applicant argues that Watt-Smith discloses concentrations of 
phentoamine in Table I not unit doses, Applicant argument is not found persuasive 
because Applicant is not claiming a method of using a claimed active ingredient of 
claimed ranges but a dental cartridge and/or composition consisting essentially of a 
claimed active ingredient of a claimed range concentration. Therefore, since Watt-Smith 
teaches the same claimed active ingredient (i.e. phentolamine) of the same claimed 
range concentrations (i.e. within Table 1 , the concentration of Omg to 3mg) as the 
claimed invention's active ingredient and range concentration, Watts-Smith reads on the 
claimed invention because the device and/or container consisting essentially of the 
active ingredient such as phentolamine (e.g. a container that fits into a standard dental 
local anesthetic syringe) is placed into are not given patentable weight for unit dose 
purposes because the device and/or container do not change the composition and/or 
the active ingredient of phentolamine within the device. For example, if one of ordinary 
skill in the art places sugar into a sugar bowl, the sugar will still be the same solution 
and/or composition. The sugar bowl has not changed the sugar. Therefore, the device 
and/or container the sugar is placed into are not given patentable weight for unit dose 
purposes. 

Lastly, Applicant argues Watt-Smith teaches away from the use of lower doses 
and concentrations because most dose-response curves are not linear. 
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Although Applicant argues Watt-Smith teaches away from the use of lower doses 
and concentrations because most dose-response curves are not linear, Applicant 
argument is not found persuasive because it is clear to the Examiner that most of the 
reduction of the prolonged anesthetic effect takes place between Omg to 1mg. It is also 
clear to Examiner that between 1 mg to 3mg that the reduction of the prolonged 
anesthetic appears to be approximately linear and only slightly changing. Therefore, it 
would be obvious to one of ordinary skill in the art to modify Watt-Smith's phentolamine 
amount by lowering the disclosed amount to under 1mg, e.g. to the instantly claimed 
amounts of about 0.001 8mg and about 0.45 mg, because according to Watt-Smith 
Table 1 , an amount under 1 mg is expected to have a beneficial effect of the reduction of 
the prolonged anesthetic effect not significantly different than a amount over 1 mg which 
is nearly linear. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Randall Winston whose telephone number is 571-272- 
0972. The examiner can normally be reached on 8AM-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

RW 



/JON P WEBER/ 

Supervisory Patent Examiner, Art Unit 1657 



